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P.002/017 

30 COURTHOUSE SQUARE l SUlTE 300 l ROCIWTLLE, MD 20850 
TELEPHONE (210) 453-9998 l FAX (240) 453-4358 

March 5, 2003 

Office of Information & Regulatory Affairs 
Office of Management and Budget 
New Executive Office Building 
725 lTth Street, N.W., Room 10235 
Washington, D.C. 20503 

ATTN: Stuart Shapiro 
Desk Officer for FDA 

RE: Docket No. OZN-0278 

Dear Sir: 

These Comments are submitted on behalf of the Members of the National 
Association of Beverage Importers, Inc., (NABI). NAB1 is a national trade 
association that represents the interests of importers of beer, wine, and distilled 
spirits. NABI Members are responsible for the importation of a major share of all 
alcohol beverages that are imported into the United States. 

NABI Members welcome this opportunity to provide comments to the Office of 
Management and Budget (OMB). The Paperwork Reduction Act of 1995 
subjects these proposed rules to review by OMB. We ask that OMB review 
these regulations as they relate to the collection of information and to the burden 
placed on large and small businesses alike. We believe that FDA is proposing 
regulations that are unnecessary for the proper performance of FDA’s functions 
and that they duplicate the collection of information already gathered by the U.S. 
Customs Service. FDA has failed to consider options that would minimize the 
burden of collection on respondents. 

In August, 2002, NABI was part of an alcohol beverage coalition comprised of 
nine industry representatives that was formed to respond to FDA’s request for 
comments by stakeholders as FDA developed proposed regulations 
implementing the provisions of the ‘Bioterrorism Act of 2002,” (hereafter referred 
to as “the Act”). The coalition submitted comments to FDA on August 30, 2002 
(See attached Exhibit No. 2). 
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In that August 30, 2002, comment, the coalition argued that FDA should not 
propose regulations that would duplicate regulations already in place and 
administered by other agencies. We believed then, and continue to believe now, 
that the U.S. Customs Service collects all of the information that would be 
necessary for FDA to carry out its responsibilities under the Bioterrorism Act. 

At this time, we urge OMB to insist that FDA not adopt regulations that would be 
duplicative of regulations already in place and administered by other Federal 
agenciies. In that regard, Sections 302 (c) and 314 of the Act clearly contemplate 
and direct the efficient use of government resources to effectuate the goals of 
this Act, and to facilitate its implementation through a clear allocation of Federal 
agenc!y activities. The Congressional Record is further evidence of such intent. 
The Senate proposal authorized the “Secretary” to require the maintenance and 
retention of other records relating to food safety in consultation with other Federal 
departments and agencies that regulate food safety. (148 Cong Ret H 2685.) 
Since the Secretary had authority under Section 702(a) of the FFDCA to issue 
regulations for the efficient enforcement of the Act in combination with other 
provisions, the Senate proposal was not adopted. (148 Cong Ret H 2685.) 

The Hcluse of Representatives has also advocated close coordination with other 
Federal agencies, such as U.S. Customs Service, in implementing the notice 
requirement with a goal of minimizing and eliminating unnecessary, multiple, and 
redundant notifications (147 Cong Ret E 2388) and encouraging simplicity and 
cooperation with respect to the registration requirement, reducing paperwork and 
the reporting burden on facilities (147 Cong Ret E 2388.) Therefore, Congress 
recognized that the Act called upon functions of other Federal agency activities 
and intended to coordinate, rather than duplicate, such functions. 

Understanding the need to immediately obtain information relating to foods 
imparted or offered for import into the United States in reaction to a crisis, NABI 
urges the FDA to implement a coordinated strategy with other Federal agencies 
that have established regulatory measures governing beverage alcohol. This 
clear allocation of Federal agency activities, such as lTB and Customs vis&vis 
their respective regulatory schemes governing beverage alcohol, will best utilize 
the proosdures and processes already in place to most efficiently “develop a 
crisis communications and education strategy with respect to bioterrorist threats 
to the food supply” - the stated purpose of Title III of the Act. 
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We will now address the specific questions asked relating to the Paperwork 
Reduction Act of 1995 that were contained in this rulemaking. 

1) Whether the proposed collection of information is necessary for the 
proper performance of FDA’s functions. in&dins whether the 
information will have practical utilitv 

The collection of the information in question in a “stand alone” FDA system is 
duplirxtive. The proposed regulations appear to have been written without taking 
into consideration the “24 hour” rule implemented by the U.S. Customs Service 
on February 3, 2003. Under this new rule an ocean carrier must supply the U.S. 
Customs Service with detailed manifest information twenty-four (24) hours in 
advance of the cargo being loaded on the ship in the port of embarkation. The 
manifest information, the entry papennrork, and the OASIS system, all on file with 
the U.S. Customs Service, clearly satisfy the prior notification requirements of the 
Act. 

We have prepared a comparison of the information required by these proposed 
regulations and the information currently submitted to U.S. Customs when an 
importer makes an entry. (See attached Exhibit No. 1) As you can see, all of the 
information that FDA needs for its purposes is already available in the U.S. 
Customs entry documentation or is readily available in other commercial records, 
if needed. 

Even if FDA can gather the information from either the U.S. Customs Service or 
from its own stand alone system, FDA has not made it clear as to how it will use 
the information. The number of “prior notices” will be so voluminous that it is 
doubtfull that FDA will be able to do anything meaningful with it that U.S. Customs 
isn’t already doing. Accordingly, we do not feel that this requirement to file 
duplicative information with the FDA will have practical utility or benefit that would 
outweigh the additional burden on businesses. 

2) The accuracv of FDA’s estimate of the burden of the proposed 
collection of Information, includinq the validity of the methodoloqv and 
assumptions used 

We believe that the FDA estimate of burden hours caused as a result of the 
. proposed regulations is fatally flawed. A quick check of a sample of NABl 
Members revealed that Members would average 1200 responses per month, not 
the 23 per month estimated by FDA. The total annual responses for the average 
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NAB1 Member would be 14,400 responses. Converting 14, 400 responses into 
staff years, using the FDA assumption of 1 hour per response, equals 
approximately 7 staff years that each company would have to expend to comply 
with the proposed regulations. That expenditure of money by a company seems 
to be an unreasonable burden for a company to bear-just to re-submit 
information that is already on file with the U.S. Customs Service. You should 
also bear in mind that the average cost to employ a person to do this work in the 
cities where the importers are located is $50,000.00 per year. 

We think that the number of respondents assumed by FDA is far too low. Using 
FDA assumptions, alcohol beverage importers would be approximately 5% of all 
food importers in the United States. Considering the nature and volume of other 
food imports, that assumption is highly unlikely. 

It is obvious that this is a major rule with significant impact on small business. 
Using our assumptions, the aggregate cost to the private sector could easily 
exceed the $112 million dollar threshold specified in Title II of the Unfunded 
Mandate Reform Act of 1995. It would appear that a cost benefit analysis must 
be conducted before FDA finalizes these regulations. The proposed rule is a 
significant rule as defined by that Act. 

3) Wavs to enhance the quality. utilitv, and clarity of the information to be 
collected 

We suggest that the amount and kind of information requested by FDA in the 
“prior notice” is significantly more than that required by Section 307 of Title Ill of 
the Bioterrorism Act. The quality, utility, and clarity of the information would be 
enhanced if FDA would limit its request for information to only those items 
specified in the law. 

It is important to note here that Section 307 of Title Ill of the Bioterrorism Act 
directs the Secretary (HHS) to consult with the Secretary of the Treasury before 
issuing “prior notice” regulations. It would appear that the Congress was trying to 
avoid duplication by including this language. 

4) Ways to minimize the burden of the collection of information on 
respondents 

The best way to minimize the burden would be for FDA to accept those filings 
already made with the U.S. Customs Service as the “prior notice” mandated by 
the Bioterrorism Act. 
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In the Final Rule, FDA should limit the information requested to that mandated by 
law, 

Conclusion 

In summary, NABI Members recommend that FDA work with other agencies that 
have jurisdiction governing the importation of alcohol beverages in order to 
coordinate regulatory requirements on the private sector. The U.S. Customs 
Service and the Tax and Trade Bureau of Treasury both have regulatory 
authority over the importation of an alcohol beverage. We believe that the 
regulations proposed by FDA unnecessarily duplicate regulations issued by 
those agencies. FDA should re-evaluate the need for its “prior notice” regulation 
in light of the 24 hour advance notice now required by the U.S. Customs Service. 

FDA should also conduct the costs benefit analysis as required by Title II of the 
Unfunded Mandate Reform Act of 1995 before it moves to finalize these “prior 
notice” regulations. 

We thank you for this opportunity to comment on these proposed regulations. 
We ask that OMB use the powers vested in it by law to ensure that FDA 
regulati80ns do not unnecessarily burden the private sector or negatively affect 
the economy. We stand ready to work with you at any time and to assist FDA in 
the drafting of regulations that meet the requirements of the law without placing 
an unnecessary burden on the regulated industry. 

If we can be of further assistance, please do not hesitate to call on us. 

Sincerely, 

President - NABI 

Attachments (2) 
August 30, 2002 Joint Industry Comment 
Exhibit No. 7 - Comparison Chart 
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Identicstion o?’ the . submitter, ikludiag. name and firm 
infoimation. . 1 
Entry type and U.S. Customs Systth (ACS) entry number, or other 
U.S. Customs identification number for the import. 
The location of any impottcd food p’roducts held at; the port of entry 
;‘or I’ailure to submit an adequate prior notice.’ 
The idcnt&ation of the articles of Too& including complete FDA 
product code, the common ar usual name or market name, the trade 
or brand name (3 diflcrent from the commop or mtikkc name), the 
quantity described from thi smallesr: pacbge size to the l&gest 
container, and. chc lot or code numbers or. other identifier (if 
applicable). . . 

7fJ / 

w-0 I 

3@I 

0 -1. The ide,ntification of the manufac,tur&. . * . 
@  - The:identicatiqn of the gTower. if known.. . 
@  - The originating country. , 1 

@  .- . Tlie identification of the shipper. ’ --. * 
z 

53 
- The country from which the wticle of food was shippad. 

6 
- The antidpated arrival informarion: location, date, nnd time. 
- U.S. Customs entry process information. 

@.- ‘The identifickion oftha importer, owner; and cdns~~ee. 
G- The ident&cation of the carrier. 

1 
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Augusr 3 0: 2002 

Doc:ktts Managtmcnt Branch (HFA-30s) 
Food and Drug Administration 
5630 FisJlcrs Lane, Room 106 I 
Rockvillc. MD 20852 

RE: (I) Section 303 - Dockcl No. OZN-0275 (Detention) 
(2) Section 3 05 - Docker No. 02N-0276 (Registration) 
(J) Section 306 - Dockei No. 02N-0277 (Recordkeeping) 
(I) Section 307 - Docket NO. 02N-0278.(Prior Notice) 

Dclr Sir/Madam: ’ 
’ 

. 
The,unclersigned arc a co:rlition of trade associations (see ~ttachmcn~ A) rcprescntirrg all 

ricrs of the bcvern8c alcohol industry. Members of our :Issociations arc involved in rhc 
producxion, impor~rion, distrjbu[ion/wholcsaling, and retailing of beversgc alcohoJ products tJx.11 
are soi’d throughoul the United Starts. 

On behalf of our respccrive members, we wclame the opporrunity 10 provide initial 
COITUTJ~IIIS conccming the Food and Drug Adrninistrar ion’s (FDA) proacrivc efforts to Jiaisc wilh 
the foods community in implementing [hc provisions of the Public J-Jealth Security and 
Biotcrrorism Preparedness and Response Act of 2002 (Act). We fuJly support this FDA 
iniliative, which is dcsigned IO crclrle a focused regulstoly scheme that dots not unnecessarily 
cJuplicai:e existing statutory and/or regulatory requirements currently in place. To that end, our 
comments focus upon how me directives of the above-refcrenccd Sections of the Act already are 
met and satisfied by the existing extcnsivc regulatory scheme governing beverage alcohol. 

Since lhe I93Os, the Bureau of Alcohol, Tobacco and Firearms (BATF) and its 
predecessor agencies have regulated the bcveragc alcohol industry in terms of both impon and 
domestic trade.’ BATF has a comprehensive set of regulations that governs the production, 
manufacture, importation, 2nd distribution of beverage alcohol products. AI1 persons engaged in 
Ihe busi~~.~s of producing importing and distributing beverage alcahol products in the United 
States mus1 obtain a pcrmi~ from J~ATF or be registered wirh &ITF. The beverage alcohol 
industry ZIISO is governed by an extcmive regulatory scheme adminis!ered by BATF, wiljch, 
among other things, rquires industry membcn to strialy account for all products. Simply pul, 
the atisting regularions enforced by BATF more than satis@ the provisions of this Act. 

’ See Renrr:ti. ~edcnl Alcohol Admi.nisrrCon Act, 27 U.S.C. §Q 121-21 I, lrltcmal Rcvcnue Code 26 
U.S.C. $5 5001-5691, and Title 27. Code ol’FcdaaI l?p~~~l~~inr~~- 

.i 
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In addition, indushy members involved in the producrion, importation arid disuibution of 
bcverqe alcohol products are licensed by ezch Snrte in which rlq do business. Each Sratc also 
has regulations [hat require rccordkeeping and mandate rhc filing of periodic rcpons of beverage 
alcohol products shipped into and/or sold in rhar Stare. Although excluded from the scope of the 
AC!, bcvernge alcohol rctailcrs also are licensed by rhe States in which they do business. 

The U.S. Cusroms Savice funher regulates importers of bcversge~l~o1~ol praducrs. 
Importers musl maintain records ta establish upon requesr that goods imporrcd have been 
classified corrccrly, raxes have been paid, and the importer of record has complied with all 
regulations specifically dc71ir1g with bcvers~c alcohol. Further, as discussed more Ii~ffy below, 
Cusl:oms has several initiatives in place, such as rhe Container Sccurily Initiarive. 1h3t rquires 
extensive information nbout U.S. bound shiprncnts at least 24 hours bci”orc ihe vessel sails to the 
United Stares. 

We urge FDA IO avoid proposing or adopTing regulations rhar would be duplicative of 
. regulations already in pke ;Ind ;rdministcrcd by other federal agcnciti. In thjt ragard, Seclions 

302(c) nnd 3 14 clearly contcrnpla~c and direct 1115 ef?icient use of government resources lo 
effectuate thegoals of this Act and to facilitate its implementation by ;I ckrr allocaation of federal 
agerKy xtivities. This clcx alloc:~tion ofrcsponsiblc’action’3mong federal agencies, SIJC~I 3s 

BAJA’ and the Customs Sewice vis-&is their respoztivc regulatory schcmcs governing bcweqc 
nicohol, will best utilize the’procedures and proccsses alrady in place to most efkien~ly 
“develop a crisis communic;ltions and educaiion slr;ltegy wilh respect IO bioterrorist rhrears IO Ihe 
food supply,” Ihe stared purpose of Jitlc 111 of the Act. 

Duplicative regulations and unnccess;lry rcguhtions are costly and create incf?Xencics, 
as well as spawn pOtcnIial confusion wilhin Ihe regulaterl community. Fur&x, Such mcasurcs 
impost unnecessary burdens upon regulators and the regularcd community and thereby d&-t 
valuz~ble time and resources away from government and industry efforts to prolcct the food 
supply liom bioterrorisr thrats -- XI objective that all of us fully support. 

Fiscally, WC urge that the resources and appropriations allocated to implement the Act be 
available lo the f’cder~l agcncics, such as BATF, that are 3 critical component in effectuating its 
provisions. In addirion, such agencies also should have available the necnsary resources and 
funds to max various procedural clemcnrs of the Act, such as the electronic fifing, dircctivc set 
forth in Section 305(d). 

The following are our comments regarding specific Sections of the Act. 

Section 303 - Administrative kcnrion 

No person can hold a federal permit to pro&cc, impon or distrjbutc beverage alcohol if 
that person has been convicted of a felony within five years prior to rhe dare of applicarion or 
within three ynrs of dlc date of application IO have been convicted of a misdan~nor relaring to 
bcver~ge alcohol. Wirhout a permit. imponcrs, distjllcrs, vinhxrs, and distriburors cannot 
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engagein the beverage alcohol business. Permits can be revoked or suspended for.rcasons 
sp~dkd ti federal law. The current permit sykn for beverage aJcol101 producers, importers 
and wholtsalers/distriburors is fat more resmictivc and gives the government greater control rhan 
anything contemplntcd in instant Act. 

Section 305 -Registration of Food Facilities 

Rquiring a producer, importer, or distriburor of bevcragc alcohol to rcgistcr with IQ,4 
would bc a duplicarion of existing Jiccnsing and/or permit rcquiremcnts. All importers, domestic 
producers and WholesalerS/diStfibu~ors of bcvcrage aIcohol musr obtain a permit from rhe federal 
govcrnmenl. while brewers arc not required to obtain a pumit, they must register with BAT, 
Any appkaol for a permit or registrafian witi) BATF must go through extensive background and 
financial investig3lions. Foreign producers can only import b&ver:lge alcoI~ol through an entity 
that ‘+olds a Fedwal Basic Importer’s J’ermit. 

@0n 306 - Mainfcnance and lnsocction of Recoids for Foods 

Undercuricnt federal laws,and regularions, ilnponcrs, producers and distributors/ 
wholes:~lers of bevcragc alcohol must mainuin “one up and one down” records. During normal 
business hours, these records must be kept and made avsilable for review by a federal officer. 
The objectives of S&ion 306 arc mti or exceeded by current BATF recordkeeping 
rcquirc=menrs/iegulations. Any additional recordkecping requiremeal by FDA would bc 
dupliwtive and unnecessary. 

Section 307 - Prior Notice of Imporfed Food Shipmenl 

The U.S. Customs Service already receives advan- nolice of the arrival ofa ship and of 
I he ship’s manifest well in xlvance of the ship’s arrival. Given the Customs Service’s various 
security initiatives, there is no riced for FDA IO issue more regulations that would require 
something already required by the U.S. Customs Service. For example, Customs is in the process 
of finalizing its new rquiremcnrs that would require ocean carriers and non-vessel-operating 
common carriers to present detailed cargo manifests 24 hours be5ore a container is load& onto a 
ship. Shippers - food imponers - play a crucial role in satisfying these rquitcmenrs. 

XIC Custom’s checklist requires fifteen (f 5) information elcmenls that arc far more 
demifed than rhc dircctivcs of the Act. These information elcmats are’ (I) ToreiF port of 
departure; (2) carrier SCAC c&e; (3) voyage number, (1) dart of sch~ulecl arrival in fust U.S. 
port; (5) numbers and quantities from carrier’s master or house bill of Jading (6) first port of 
loading, or first port of reccipr, ofthe cargo by rhc inbound carrier; (7) a precise description (or 
rhe Harmoni& Tariff Schcdulc numbers if the HIS chssification is provided by the shipper) and 
weight of the cargo, or, if rhe container is sealed, the shipper’s declared description and weight of 
the cargo (generic descriprions, specifically freight-ail-kinds, general cargo, and SK (said to 
cor~tain) are nor acceptable); (8) shipper’s name and address, or an idcntificntion number, from all 
bills of Jad.!ng (9) consiga’s name and address, or rhc owner’s or owners’ reprcsenbltivc’s 
name and address, or an idennrificarion number, from all bills of Jading; (IO) advise Customs when 
a~~31 boarded quanritics do not e-qua1 quantities indicated on the relcvarlt bills of’ lading (carriers 
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arc nor rcquircd to vcr;fy quanti& in scjled conraincrs); (1 J) veiscl name, narional flag and 
vessel nurnbcr; (12) farcigl country of origin where cargo is loaded onto vessel; (13) hawrdous- 
ma&al indicator; (14) container number (for conminerizcd shipments); and (1 S> seal number 
affixed to coma iner. 

Cusroms’ effons 10 improve security impost rquircments beyond the dicrates set forth in 
the .Act. U.S. companies must educate dlcir suppliers not only abour rhc new manifesl rules 
rcfcrenccd above, but also about the Customs-Trade Partnership Agailsr Terrorism (C-TPAT) 
and 0th~ security measures. Allhough technically a voluntary program, C-PAT is becoming an 
industry standard. 

Conclusion 

ln summary, we reco&ne.nd that FDA meet with other agencies that have regulations and 
$risdictions IO govcm the impofldon, production and distribution of beverage alcohol in order 
IO coordinnte responsibilities. SUCII i\ liaison will avoid duplication of government resource, 
governmenr manpower and governmtil regulalion. We submir ~JI:II this.suaesfcd course of 
action will enable the federal ~ovemmem and the food ;ndt~srry IO fdcus their rcsourccs more 
cf%r:nliy aflcl df’eclive~y llpon eff0f-E that will enhance secrlrity and wiff avoid unneceSSary and 
redundanl burdens thar othmise could be imposed upon both cnjbrcemenr and compliance 
c.ff0r-t::. 

Thank you ror the opportunily lo present our views concerning FDA’s nciions to 
implernen~ Ihe Bioterrorism Acl. WC swnd ready LO work wirh you ax any time to assist FDA in 
[hc developmenr of implementing regulations d131. will rcsuh in the efficienr and effective 
implemcntarion of this Acl. If WC can bc ofsny further assistance, plcasc do nor hesiratc to call 
On IJS. 

*’ ‘,.I , i* 
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Attachment A 

Arthur DcCeiIe, Execurivc Vice Rcsidcnt Rr General Counsel 
Beer lnsritulc (81) I 
121 C Stmt, NW., S$re 750 
Wasllingron. D.C. 2000 I 
(202) 737-2337. (202) 737-7004 (fix) 

C. h/l. We&II Lee, General Counsel 
Wine lnstitulc (WI) 
425 IbJarker Street, Suite 1000 
San Fr;mcisco, CA 94 105 
(4 15) 5 12-O 15 I . (4 15) 442-0742 (fax) 

Dan,:~ld MacVcan, Execwive Director 
The l’residcnls’ Forum 
643 Snow Goosc Lane 
hnnapolis, MD 21401 
(4 IO) 343-4037 ’ (4 IO) 349-3346 (fax) 

Robe17 J. Muxwcll, Prcsidcnl 
National Asacialion ofBcverrrge lmporlers, Inc. (NAB]) 
30 Counhousc Square, Suite 300 
Rockville, MD 20850 
(240)453-9998.(240)453-9358(hx) 

Bill Nelson, Vice Prcsidcnt - Govcmmenl Relations 
American Vinmers Association (AVA) 
I200 G  Sbce~, N.W., Suite 360 
Washington, D.C. 20005 
(202)783-2756 .(202)347-6342(6x) 

Lynne J. Omlic, Senior Vice Presidenl & Gcncrul Coun:cJ 
Distilled Spirils Council of Ihc United Shades, Inc. (DISCUS) 
1250 ECyc %-eel, N. W. 
Wsshi,n@on, D.C. 20005 
(202)CiS2-8K24~ (202)682-8898 (fax) 

David K. Rchr, Presidcnl 
NstionaJ Beer Wholesalers Association (NEWA) 
I 100 South Washinflon beer 

AJcxandria, VA 223 14 
(703)683-4300 (703)683-8965(fax) 

Harry Wiles, Exccutivc Director 
Am&can Beverage Licensees (ABL) 
5 IO1 J&&r Road. Suite IO8 
Bethesda, MD 208 I6 
(301)656-1494 -(301)65G-7S39 (hx) 

P. 016/017 

Craig WoJS Gcncrzl Counsel 
Wine and Spirits Wholesalers of America, Inc. (WSWA) 
805 lSlb Sneer, N.W. Suite 430 
Wa&inlFon, D.C. 20005 
(202)371-9792 -(202)789-2405 (hx) 
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Adrur DeCelle, Executive Vice President & General Counsel 
Beer Instimrc 

C. hil. Wcnd& LRe, Gcncral Counsel 
Wine lnsrirutc 

Donald MecVtnn, Executive Dircclor 
The Presidents’ Forum 

Robat 1. Maxwell, President 
N:llional Associarion ofBeverage lmportcrs, Inc. 

Bill N&on, Vice Presidcn~ - Governmenr Relations 
&eric3n Vinlners Association 

Lynnr: J. Omlie, Scoior Vice Presidcnl & General Counsel 
Distilkd Spirits Council of [he United Si:Ifcs, Inc. 

David K. R&r, Pruident 
Nalional Rccr Wholcs:~lcrs Associa[iOn 

I-hy Wiles, Excculive Director 
American Bevcr:lge Licensees 

P. 017/017 

Craig Wol[ General COunScl 
Wine and Spirits Whol~lcrs of America, Inc. 
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30 COURTXOUSE SQUARE 
. SUITE300 

~ocfmux, MD 20850 
(2dD) 453-9996 

F&S’ (240) 453-9358 

Ir YOU do n01 receive a clear copy, or do not recc~uc the entire document plcase call US at 
(240)451-9998 


